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1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and IS transmitted to the applicant according to Article 36. / e / 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



j— ] This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets cont rectifications made before this Authority (see Rule 
7U. 16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

teSfa^^a^'^S^^nSi^^^^ 0' ^-^••'''trial applicability; 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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application No. 

T/JP03/07119 



L Basis of the report 



1. With regard to the elements of the international application:* 
^e international application as originally filed 
the description: 



□ 



pages 



, as originally filed 

, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



I I the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 

. , filed with the demand 



filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)), 

the language of the translation furnished for the purposes of international preliminary examination (under Rule SS.2 and/ 
or 55.3), 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 



□ 
□ 
□ 
□ 

□ 

4.n 



been furnished. 



The amendments have resulted in the cancellation of: 

□ the description, pages 

the claims, Nos. 

I I the drawings, sheets/fig 



^ I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain atnendments (Rule 70 J 6 
and70,17), 

♦* Any replacement sheet containing such amefidments must be referred to under item I and annexed to this report. 
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tiT/jpoa/oyiiP 



in:Non-«stabIishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

the entire international application. 

13 claims Nos. 1-a part of 14 



because: 



I I the said international application, or the said claims Nos. 

I — > relate to the following subject matter which does not require an international preliminary examination (specify): 



the description, claims or drawings (indicate particular elements below) or said claims Nos. I-14 

are so unclear that no meaningful opinion could be formed (specify)-. 



The active ingredients of the medicinal compositions described in the inventions of claims 1-14 
include an extremely wide and varied range of compoxmds, and it is impossible to conduct a complete 
search of them all. On the other hand, only a small portion of the active mgredients of the medicinal 
compositions described in the inventions of claims 1-14 are supported by the specification in the sense 
of PCT Article 6 and fully disclosed in the specification in the sense of PCT Article 5. 

Therefore, the descriptions of the inventions of claims 1-14 and the specification do liot satisfy 
the requirement for specificity such that a meaningful intemational search can be conducted. 

As a result, in this intemational examination report a search of prior art was conducted for the 
iiiventions of claims 1-14 within a reasonable scope based on the compounds that are specifically 
disclosed in the specification, and this intemational preliminary examination will be conducted 
within the scope of that search. 



&e claims, or said claims Nos. _ 1-14 are so madequately supported 

by the description that no meanmgful opraion could be formed. 

no intemational search report has been established for said claims Nos, 1-apartof 14 



2. A meaningful intemational preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence hstmg to comply with the standard provided for in Annex C of the Administrative Instructions; 

I I the written form has not been furnished or does not comply with the standard. 
I I computer readable form has not been furnished or does not comply with the standard. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-14 



1-14 



1-14 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations 

Document 1) WO, 01/12588, Al (Mercian Corp.), 22 February, 2001 
Document 2) JP, 4-217916, A (Japan Tobacco Inc.), 07 August, 1992 

Document 3) WO, 02/28819, Al (The Research Foundation of State University of New York), 1 1 
April, 2002 

Document 4) Yakugaku Zasshi, Vol. 96, No. 2, (1976), pages 165-169 

Document 5) Yakugaku Zasshi, Vol. 95, No. 12 (1975), pages 1477-1482 

Document 6) WO, 01/10865, Al (Takeda Chemical hidustries, Ltd.), 15 February, 2001 

Document 7) JP, 2001-522834, A (Amgen Inc.), 20 May, 1999 

Document 8) Pharmaceutical Sciences, Vol. 3, No. 5/6, 1997, pages 295-299 

Document 9) Farmaco, Vol. 44, No. 5, 1989, pages 465-73 

Document 10) JP, 2-138260, A OHoechst-Roussel Pharmaceuticals Inc.), 31 May, 1989 
Document 1 1) JP, 62-30780, A (SSP Co., Ltd.), February 9, 1987 

The inventions relating to claims 1-4, 7, 8 and 12-14 do not appear to be novel or to mvolve an 
inventive step based on document 1. Document 1 describes the salicyhc acid amide derivative 
represented by Formula (2) as a compound that inhibits NF-icB activation. Thus, the inventions 
relating to claims 1-4, 7, 8 and 12-14 are one and the same as the invention described in document 1 . 

The inventions relating to claims 1-4, 7, 8, 12 and 13 do not appear to be novel or to involve an 
inventive step based on document 2. Document 2 describes the N- (3,5- dichlorophenyl)-2,4,6- 
trihydroxy-3-nitrobenzamide indicated as trial compound 105 as a compound effective as anti- 
inflammatory agent. 

The inventions relating to claims 1-5, 7-9, 12 and 13 do not appear to be novel or to involve an 
inventive step based on document 3. Document 3 describes a saUcylic acid derivative as a compound 
having anti-inflanamatory action. 

(Continued to Continuation of Box V) 
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Intematjonal application No. 

|p;T/JP03/07119 


VI. Certain documents cited 


1 . Certain published documents (Rule 70. 1 0) 






Application No. 
Patent No. 


Publication date 
(day/montli/year) 


Filing date 
(day/montJi/year) 


Priority date (valid claim) 
(day/monili/year) 


WO 02/49632 Al 


27,06.02 


18.12.01 


18.12.00 


[EX] 








WO 02/076918 Al 


03,10.02 


27.03.02 


27.03.01 



[EX] 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non- written disclosure referring to non- written disclosure 

(day/montli/year) (day/fnontli/year) 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of Box V: 

(Continuation of Box V) 

The inventions relating to claims 1-4, 7, 12 and 13 do not appear to be novel or to involve an 
inventive step based on documents 4 and 5. Document 4 describes the compounds indicated as AB-19, 
AB-22 and AB-23 as compoimds having anti-inflammatory action. Moreover, document 5 describes 
the compounds indicated as AB-19, AB-23, AB-24, AB-50 and AB-43 as compounds having anti- 
inflammatory' action. 

The inventions relating to claims 1-4 and 10-14 do not appear to be novel or to involve an 
inventive step based on docxmient 6. Document 6 describes the compounds indicated as cited 
examples 23-345 as compounds that are efficacious for rheumatism and inflammation. 

The inventions relating to claims 1-4, 10 and 12-14 do not appear to be novel or to involve an 
inventive step based on document 7. Document 7 describes an acetyl acid derivative having a 
substituent containing a pyridine ring as a compound efficacious for rheumatism and inflammation, 
etc. 

The inventions relating to claims 1-4, 6, 10 and 12-14 do not appear to be novel or to involve an 
inventive step based on document 8. Document 8 describes a naphthalene carboxamide efficacious as 
an anti-inflammatory agent. 

The inventions relating to claims 1-3, 10 and 12-14 do not appear to be novel or to involve an 
inventive step based on document 9. Document 9 describes a salicylic acid amide as a compound 
effective for inflammation, etc. 

The inventions relating to claims 1-3, 10, 12 and 13 do not appear to be novel or to involve an 
inventive step based on document 10 or document 11. Document 10 describes the compounds 
indicated as examples 1, 2 and 4 as compounds that are efficacious for inflammation, etc. Moreover, 
docuriient 1 1 describes the compound indicated as compound 31 as a compound that is efficacious for 
inflammation, etc. 

Docmnents 2-11 do not describe an inhibitory activity against NF-/cB activation. However, 
because this examination finds that the medicine of the inventions of this application is applicable for 
disorders such as rheumatism and inflammation when it is actually used as a medicine, its medical use 
cannot be distinguished from the ones described in documents 2-1 1, As a result, the inventions relating 
to claims 1-14 are identical to the ones described in documents 2-11. 

The compounds described in documents 1-1 1 have anti-inflammatory action and they are common 
in the point about having the salicylic acid amide equivalent to the general formula (I) of this 
application as a base skeleton. 

Furthermore, based on the descriptions of docimients 1-1 1, this examination finds that the ring Z 
of said salicylic acid amide derivative has anti-inflammatory action whether it is benzene, 
naphthalene, or one having various substituents. This examination also finds that the ring Z has anti- 
inflammatory action whether it is 2,5- or 3,5- substituted benzene or thiazole. This being the case, 
substituting the ring structures and substituents described in documents 1-1 1 is something that a party 
skilled in the art can easily achieve. 

Furthermore, it would be easy for a party skilled in flie art to conceive of the anti-rheumatism 
activity in said compoimd. 



Form PCT/IPEA/409 (Supplemental Box) (July 1998) 



